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cane sugar mills to control pathogenic and spoilage microorganisms are regulated as secondary direct
food additives. Antimicrobial slimicides used to control microorganisms in pulp and paper mills as an
integral function of the manufacture of paper are regulated as indirect food additives. Likewise,
antimicrobial material preservatives are used in articles that may come in contact with food; for example,
adhesives in food packaging, paper and packaging coatings, and various polymers (e.g., those used in
conveyer belts in food processing facilities, restaurant equipment, dairy and milking equipment) are
regulated as indirect food additives. Antimicrobial preservatives are used in these and numerous other
manufactured goods and articles, including those that may contact food, to protect the articles from
deterioration. Preservation is necessary to extend the useful life of such goods, resulting in significant
consumer benefits, economic savings and resource conservation.

EPA regulates antimicrobials intended for use on food-contact hard surfaces and aseptic
packaging as pesticide chemical residues. These antimicrobials are not applied to food. Instead they are
used to control pathogenic microorganisms on hard surfaces that gontact foods. Prior to 1996 they were
regulated by FDA as indirect food additives. They continue to megt the definition of food additive, in that
their presence in food would occur only by migration from a treat¢d surface to food. Therefore, it is
possible that antimicrobials registered for these uses also could be subject to the regulation.

The Panel does not believe that antimicrobial pesticides with FDA and/or EPA approvals for uses
that could be reasonably expected to migrate to food should be considered “food” within the context of
this regulation. To do so would require chemical manufacturing, dtorage and distribution facilities
handling antimicrobial active ingredients and formulated productsito register as food facilities, when, in
fact, they are not. Ironically, other chemical manufacturing, storage and distribution facilities that handle
pesticide products applied directly to food as it is grown or stored would not be required to register as
food facilities because these uses do not fall within the definition of food additives. This incongruous
result, the Panel believes, certainly is unintended.

Moreover, most antimicrobial active ingredients and formulated products have numerous non-
food uses, frequently far more than food uses. As a consequence, FDA would be collecting facility
information on only a subset of pesticide manufacturers, with varying and in many instances minimal
amounts of their registered pesticides ultimately being used in ways that may contact food. It is difficult
to see how such information collection could serve any useful purpose.

Finally, the food facility registration requirement, when applied to antimicrobial pesticide
manufacturing, storage and distribution, duplicates the EPA requirement that every facility where any
pesticide is produced must be registered as a “pesticide producing establishment.” 40 CFR Part 167.
“Produce” is broadly defined and includes “to manufacture, preparg, propagate, compound, or process
any pesticide . . . or to package, repackage, label, relabel, or otherwise change the container of any
pesticide.” 40 CFR § 167.3. Each registered pesticide establishment is required to submit an annual
pesticide production report. 40 CFR § 167.85. The unique, EPA-assigned establishment registration
number of the last registered pesticide producing establishment at which any “production” occurs, must
be displayed on the EPA-approved label for the pesticide product. |40 CFR § 156.10(f). EPA’s
requirements are more than adequate to address any needs that FDA might have in identifying the facility
at which an antimicrobial pesticide was produced, relabeled, repacked, etc.

In conclusion, the Panel requests that FDA clarify that this|regulation requiring food facility
registration is not applicable to facilities engaged in antimicrobial pesticide activities. Such a requirement
force FDA to collect and review prior notices but would not provide FDA with meaningful or useful
information. Moreover, EPA already collects this information in a {far more comprehensive manner, so
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information. Moreover, EPA already collects this information in a far more comprehensive manner, so
that such a regulation would impose a duplicative paperwork burden on the antimicrobial pesticide

industry but without any corresponding benefit.

If you have any questions regarding these comments or related issues, please do not hesitate to
Dr. Hasmukh C. Shah of my staff at 703-741-5637.
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American Chemistry Council
Biocides Panel Member Companies
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Acti-Chem Specialties
AEGIS Environments
Akzo Nobel Chemicals, Inc.
Albemarle Corporation
Alcide Corporation
Ameribrom, Inc.
Arch Chemicals, Inc.
Ashland Chemical
Avecia Inc.
BASF Corporation
Bayer Corporation
Bayer CropScience
Bio-Lab, Inc.
Buckman Laboratories
Chemical Specialties, Inc
Ciba Specialty Chemicals
The Clorox Company
Dow
DuPont
Ecolab Inc.
Elementis Chromium LP
FMC Corporation
Hercules Incorporated
International Specialty Products
ISK Biocides, Inc.
J.H. Baxter & Company
Janssen Pharmaceutica
JohnsonDiversey Inc.
Kemira Chemicals, Inc.
Lonza Inc.
The Lubrizol Corporation
Mason Chemical Company
Microban Products Company
Milliken Chemical
ONDEO Nalco Company
Osmose, Inc.
Phibro-Tech
The Procter and Gamble Company
Reckitt Benckiser Inc.
Rhodia Inc.
Rohm and Haas Company|
SC Johnson & Son, Inc.
Stepan Company
Troy Chemical Corporation
Verichem




